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Preface

Public Comment

Comments and suggestions may be submitted at any time for Agency consderation to
Charles Finder, Divison of Mammography Quality and Radiation Programs, HFZ-240,
1350 Piccard Drive, Rockville, MD 20850. Comments may not be acted upon by the
Agency until the document is next revised or updated. For questions regarding the use
or interpretation of this guidance contact Charles Finder at 301-594-3332.

Additional Copies

Additiond copies are available from the World Wide Web/CDRH/mammography home page at
http://mww.fda.gov/cdrivmammography or CDRH Facts on Demand at 1-800-899-0381 or
301-827-0111 from a touch-tone telephone. Press 1 to enter the system and enter the document
number (1158) followed by the pound sign (#). Follow the remaining voice prompts to complete
your request.
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Background

The Mammography Quality Standards Act was passed on October 27, 1992, to establish national quality
gtandards for mammography. The MQSA required that to provide mammography services legdly after
October 1, 1994, dl facilities, except facilities of the Department of Veterans Affairs, must be accredited by
an gpproved accreditation body and certified by the Secretary of Health and Human Services (the
Secretary). The authority to approve accreditation bodies and to certify facilities was delegated by the
Secretary to the FDA. On October 28, 1997, the FDA published the MQSA find regulationsin the
Federal Register. Thefind regulations, under which mammography facilities are currently regulated,
became effective April 28, 1999. The FDA compiled al find guidance referable to MQSA into a
computerized searchable Policy Guidance Help System in November 1998. The Policy Guidance Help
System is available on the Internet at:

www.fda.gov/cdriymammography/quidance html
This compliance guidance document serves to update the Policy Guidance Help System to be consstent
with more recently issued guidance.

1 This document isintended to provide guidance. It represents the Agency’s current thinking on this topic.
It does not create or confer any rights for or on any person and does not operate to bind FDA or the
public. An aternative agpproach may be used if such approach satisfies the requirements of the applicable
dtatute, regulations, or both.



| ntroduction

This document is intended to provide guidance to mammography facilities and their personnd. It represents
the Food and Drug Adminigration’s (FDA) current thinking on the fina regulations implementing the
Mammography Quality Standards Act (MQSA) (Pub. L. 102-539). The FDA uses mandatory language,
such as shdl, mugt, and require, when referring to statutory or regulatory requirements. The FDA uses non-
mandatory language, such as should, may, can, and recommend when referring to guidance. It isthe
respongbility of the facility to read, understand, and follow the fina regulations.

Under its own authority, a State may impose more stringent requirements beyond those specified under
MQSA and itsimplementing regulations. A facility may want to check with the State or locd authorities
regarding their requirements.
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Limited Attestation For Continuing Education After October 1, 1994

Discussion:
FDA will continue to accept alimited form of attestation
in certain cases where the following conditions exist:

Q) The documentation (certificate) lacks specific
reference that the education was in topics directly related
to the regulated areas in mammography or the
documentation does not specify the specific
mammography modaity(ies) credit hours included.
Education directly related to achieving qudity
mammography (e.g., anatomy of the breast, postioning,
interpretation of mammographic examinations, qudity
assurance procedures, stereotactic techniques, breast
ultrasound, needle localization) is acceptable toward
meeting the continuing education requirement. Education
in an area not covered by the regulations (e.g.,
Stereotactic techniques, breast ultrasound, needle
locdization) shdl not be accepted toward meeting the
requirements for initid training.

2 It is possible for conference attendees to earn
education creditsin topics not directly related to the
regulated areas in mammography at that education event
(e.g., angiography, pediatric radiography, orthopedic
radiography) or in which more than one mammographic
modality was included.

In order to attest when these conditions apply, the
interpreting physcian, radiologic technologist, and
medica physicis will need to provide:

D A |etter, certificate or other documentation from
the education provider identifying the total number of
creditsactudly earned at the conference, and

2 Documentetion (for example, conference
agendas) showing the total number of hours of education
offered at the conference which were in topics directly
related to the regulated areas in mammography and/or in
a gpecific mammographic moddity.

Facility personnd can then attest to the mammography
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education and/or mammography modality specific
credits earned at the education event. However, the
education credits attested to may not exceed the tota
number of creditsidentified in items 1 or 2 above.

In most cases, the inspector will only look for the
certificate and the attestation form. However, the
ingpector may make spot checks to verify that an agenda
or syllabus is present.

FDA'’s “Attestation Regarding Requirements of the
Mammography Quality Standards Act” form
(ATTESTATION FORM), or aform with smilar
elements or equivaent, shall be used for this purpose.

Interpreting Physician Continuing Education (Under Personndl, Interpreting Physician)
Question 15

Quedtion: I'm an interpreting physcian and use only one
mammogrgphic moddlity (screen-film) at my facility.
Will | have to document Six category | CME creditsin
screen-film mammography as part of the 15 generd
mammography CME credits?

Yes. FDA permits education in awide variety of topics
to be counted towards meeting the generd 15-credit
continuing education requirement. However, the
regulations require that at least Six of those hours be
related to each mammographic modaity used by an
interpreting physician. If screen-film isone, or the only,
mammographic moddity used, the documentation must
be detailed enough to show that at least Sx of the 15
hours were related to film-screen. Personnel should have
begun callecting documentation of their mammographic
modality specific continuing education as of April 28,
1999.

FDA recognizes that most of the documentation
currently being issued by continuing medicad education
entities does not bresk down the amount of credit issued
by specific topic or mammographic modality. Therefore,
FDA istaking adud gpproach to deding with this
problem. Firg, discussons are being held with
gppropriate CME/CEU granting organizations requesting
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rrodality-

them to identify, on their certificates, the amount of
mammographic modality specific education. Second,
until these certificates become commonplace, or another
solution can be devised, we strongly recommend that
personnel keep the agendas (or similar documents) of
the courses or other educationd activities they attend in
order to use the limited attestation policy to document
the amount of CME/CEU earned in each
mammographic moddity.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more time to provide
mammographic moddity specific documentation to their
students.

Interpreting Physician Continuing Education (Under Personndl, Interpreting Physician)
Question 16
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Quedtion: | use Full Feld Digitdl Mammography
(FFDM) at my facility. What records should | keep
with respect to the mammographic moddity continuing
educetion requirement?

Answer: If you dinicaly use FFDM, you need to begin
to collect category | CME creditsin that specific
mammographic modality. Y ou will need to demondrate
that you have acquired 6 creditsin digital mammography
within 36 months of your first having started using
FFDM. If your category | CME certificates do not
identify credits by mammographic moddity, personnd
can usethelimited attestation policy to sisfy the
requirement. FDA is extending this policy to dlow
personnel with CME certificates documenting the total
number of credits, but not the specific mammographic
modality covered by those credits, to attest that the
required amount of CME in the specific mammographic
modality has been obtained. In order to usethelimited
attestation policy, personnd are reminded that they
need to retain, & the facility, the certificate Sating the
total number of credits awvarded and an agenda or
gyllabus showing that the number of creditsin the
gpecific mammographic moddity claimed could have
been earned in the course. In most cases, the ingpector
will only look for the certificate and the attestation form.
However, the ingpector may make spot checks to verify
that an agenda or syllabusiis present.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more time to provide
mammographic modaity specific documentation to their
students.

Radiologic Technologist Continuing Education

(Under Personnel, Radiologic Technologist)
nil

Questio

Quedtion: I'm aradiologic technologist and use only one
mammographic moddity (screenHfilm) a my facility.
Will I have to document sx CME/CEU creditsin
screen-film mammography as part of the 15 generd
mammography CME/CEU credits?
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moddity:

Yes. FDA permits education in awide variety of topics
to be counted towards meeting the generd 15-credit
continuing education requirement. However, the
regulations require that at least Sx of those hours be
related to each mammographic modaity used by a
radiologic technologist. If screen-filmisone, or the only,
mammographic modality used, the documentation must
be detailed enough to show that at least Six of the 15
hours were related to film-screen. Personnd should
have begun collecting documentation of their
mammographic moddity specific continuing education as
of April 28, 1999.

FDA recognizes that most of the documentation
currently being issued by continuing medica education
entities does not bresk down the amount of credit issued
by specific topic or mammographic modality. Therefore,
FDA istaking adua approach to deding with this
problem. First, discussions are being held with
gppropriate CME/CEU granting organizations requesting
them to identify, on their certificates, the amount of
mammographic modality specific education. Second,
until these certificates become commonplace or another
solution can be devised, we strongly recommend that
personnel keep the agendas (or smilar documents) of
the courses or other educationa activitiesthey attend in
order to use the limited attestation policy to document
the amount of CME/CEU earned in each

mammographic moddity.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more timeto provide
mammographic modaity specific documentation to their
students.

Radiologic Technologist Continuing Education (Under Personnel, Radiologic Technologist)
Question 12
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Quedtion: | use Full Feld Digitdl Mammography
(FFDM) at my facility. What records should | keep
with respect to the mammographic moddity continuing
educetion requirement?

Answer: If you dinicaly use FFDM, you need to begin
to collect CME/CEU creditsin that specific
mammographic modality. Y ou will need to demondrate
that you have acquired 6 creditsin digital mammography
within 36 months of your first having started using
FFDM. If your CME/CEU certificates do not identify
credits by mammographic modality, personnd can use
the limited attestation policy to stisfy the
requirement. FDA is extending this policy to dlow
personne with CME/CEU certificates documenting the
total number of credits, but not the specific
mammographic moddity covered by those credits, to
attest that the required amount of CME/CEU in the
specific mammographic modality has been obtained. In
order to use the limited attestation policy, personnel
are reminded that they need to retain, at the facility, the
certificate Sating the total number of credits awarded
and an agenda or syllabus showing that the number of
credits in the specific mammographic modality claimed
could have been earned in the course. In most cases,
the inspector will only look for the certificate and the
attestation form. However, the ingpector may make
spot checksto verify that an agenda or syllabusis
present.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more time to provide
mammographic moddity specific documentation to their
students.

Medical Physicist Continuing Medical Education (Under Personnel, Medical Physicist)

n 10

Questio

Quedtion: I'm amedica physicist and evaduate only one
mammographic modality (screen-film). Will | haveto
document CME/CEU credits in screen-film
mammography as part of the 15 generd mammography
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CME/CEU credits?

Answver: Yes. Inthe case of medical physcigts, the
continuing education requirement isto have “hours of
training appropriate to each mammographic modality
evaduaed” but no specific numericd vaueis given.

Y our documentation must therefore show that some of
the 15 hours were related to screen-film mammography.
Personnd should have begun collecting documentation
of their mammographic moddity specific continuing
educetion as of April 28, 1999.

FDA recognizes that most of the documentation
currently being issued by continuing medica education
entities does not bresk down the amount of credit issued
by specific topic or mammographic modality. Therefore,
FDA istaking adua approach to deding with this
problem. First, discussions are being held with
gppropriate CME/CEU granting organizations requesting
them to identify, on their certificates, the amount of
mammographic modality specific education. Second,
until these certificates become commonplace or another
solution can be devised, we strongly recommend that
personnel keep the agendas (or smilar documents) of
the courses or other educationa activitiesthey attend in
order to use the limited attestation policy to document
the amount of CME/CEU earned in each
mammographic moddity.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more time to provide
mammographic modaity specific documentation to their
students.




Old Guidance Replaced by New Guidance

Medical Physicist Continuing Medical Education (Under Personnel, Medical Physicist)
Question 11

Quegtion: | evauate Full Field Digita Mammography
(FFDM) units. What records should | keep with
respect to the mammographic moddity continuing
educetion requirement?

Answer: If you evduate FFDM, you need to begin to
collect CME/CEU creditsin that specific mammographic
moddlity. Y ou will need to demondtrate that you have
acquired some credits in digital mammography within 36
months of your first having started usng FFDM. If your
CME/CEU certificates do not identify credits by
mammographic modaity, personnd can usethe limited
attestation policy to satisfy the requirement. FDA is
extending this policy to dlow personnel with CME/CEU
certificates documenting the total number of credits, but
not the specific mammographic modaity covered by
those credits, to attest that the required amount of
CME/CEU in the specific mammographic moddity has
been obtained. In order to usethelimited attestation
policy, personne are reminded that they need to retain,
at the facility, the certificate stating the total number of
credits awvarded and an agenda or syllabus showing that
the number of credits in the specific mammographic
modality claimed could have been earned in the course.
In most cases, the ingpector will only look for the
certificate and the attestation form. However, the
ingpector may make spot checks to verify that an agenda
or syllabus is present.

Note: Inspectors will not cite facilities for the
mammography moddity specific continuing education
requirement before April 28, 2004. Thiswill alow
CME/CEU providers more time to provide adequate
documentation to their students.

Phantom Images Exposed in a Fully Automatic Mode, if that is the Clinically-used Technique
(Under Inspection, X-ray)

Discussion:

Many mammographic x-ray systems have more than one
automatic mode of operation. The most common
automatic mode requires that the technologist set a

10
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gpecific kVp vaue with the unit autometically
determining the mAs for the exposure. This type of
operation is commonly called the AEC, Auto-mAs, or
Auto-timed mode. The technologist can vary the
exposure in this mode by setting the kVp, adjusting the
dengity control setting, or both. A more advanced mode
Iswhere the system automeaticaly controlsthe kVp and
the mAs (commonly caled the Full-Auto mode). In this
latter mode, the technologist can only adjust the
exposure by use of the dengity control. The actua
names for the different modes of operation will vary with
the different make and modd of the x-ray system.

For equipment testing involving the phantom, ingpectors
should use the same technique factors and mode of
operation that the facility uses for its patients with the
standard breast (compressed breast thickness of 4.2 cm,
with breast tissue congsting of gpproximately 50%
adipose (fat) tissue and 50% glandular tissue in
compogtion). When afacility typicaly uses the Full-
Auto mode for its clinical examinations, the ingpector
should make an exposure of the phantom using the Full-
Auto mode and record the kVp selected by the x-ray
sysem. This same kVp should be used when the beam
qudity (HVL) testing is conducted in the manua mode
of operaion. Inthe event that the displayed kV p after
the exposure with the phantom has athree-digit display
(e.g., 25.7 kVp), but the manud mode only dlows
sdection of two digits (eg., 25 kVp), round up or down
based on the find digit (example: for 25.1 to 25.4, use
25 kVp; for 25.510 25.9, use 26.0 kVp).

Note about facility phantom QC: If the facility typicaly
usss the Full-Auto mode for its dinicd examinations, it
must use this same mode for its weekly phantom QC
test.

11
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Facility Use of a Cracked Breast Phantom (Under Inspection, Quality Control and Quality
Assurance)

Issue:

It has come to FDA's atention that some facilities are
using cracked or broken phantoms for performing the
weekly Phantom Image Qudity Control (QC) test, while
using a borrowed phantom to get through the
accreditation process. This practice raised the following
issue.

Should this practice be alowed and, if not, what should
ingpectors do when encountering such asituation? Itis
assumed that the crack or bresk is vishble on the image
and interferes with the scoring of the phantom (Smulates
masses, fibers or specks, and/or obscures one or more
of the test objects).

Discusson:

Crack(s) in the breast phantom which afacility usesto
perform their weekly Phantom Image QC test may affect
the validity of the phantom QC test results. Theuseof a
cracked or broken phantom that interferes with the
scoring of the phantom imageis dearly not consstent
with performing QC testing properly. However, the
ingpection procedures do not have a particular item or
question which relates directly to facility use of a
cracked or broken phantom for their QC testing.
Therefore, FDA requests all inspectors to incorporate
the following policy into their MQSA ingpections.

Policy:

When afacility isusing a cracked or broken breast
phantom that interferes with the scoring of the phantom
image for their Phantom Image QC tegting, the
ingpection question "C/A documented?’, which is
located on the 3.9.2 Phantom Image QC screen of the
ingpection software, should be answered "No" (sncethe
use of such a phantom congtitutes an uncorrected
problem) and an explanation of the citation should be
placed in the printable Remarks section for this screen.
The facility should be advised to acquire a new phantom.

12
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Note: If the facility isusing an older verson of the
ACR-approved phantom, they should contact the
vendor where it was purchased to replace it with a
current phantom.

Responsible Individuals For Quality Assurance

Program (Under Quality Assurance, General)
onl

Question 1:What criteriawill FDA use to determine that
facilities meet the MQSA requirements for assgning
responsibilities to quality assurance personnel?

Answer: Facilities must provide the following
documentation:

1. The names of the lead-interpreting physician, medica
physicisi(s), qudity control technologist(s), audit
interpreting physician(s) and any other facility personnd
with delegated quality assurance respongibilities.

2. A satement of responghilities. Becausethe
regulations dready specify the responsihilities of the
lead-interpreting physician, medica physicisi(s), qudity
control technologist(s), and audit interpreting
physician(s), the facility does not have to restate the
respongbilities of these individuas. However, if the
facility delegates quality assurance respongbilitiesto
someone other than the lead-interpreting physician,
medica physcisi(s), qudity control technologist(s), or
audit interpreting physician(s), a tatement of
responghilities for that individua(s) has to be provided.

Governmenta Entity

FETVIVIT I o tieral

Governmental Entity

Discussion:

A governmentd entity isa mammography fadility that
meets ether of the following criteria

1. Thefacility is operated by any federd department,
date, digtrict, territory, possession, federally-recognized
Indian tribe, city, county, town, village, municipd
corporation or smilar political organization or subpart
thereof.

or

2. The facility provides services under the Breast and

13
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Cervical Cancer Mortdity Prevention Act of 1990, and
at least 50% of the mammography screening
examinations provided during the preceding 12 months
were funded under the Satute.

A Governmenta Entity Declaration, FDA Form 3422, is
included with each invoice for MQSA ingpection
savices. A fadility that believesthat it qudifiesasa
governmenta entity must complete this Declaration, have
it Sgned by the facility’s Chief Financid Officer or Chief
Operating Officer (or equivaent responsible person),
and return it to FDA.

Governmentd Entity Declaration Forms

Governmental Entity Dedlaration Forms

Discussion:

A Governmentd Entity Declaration, FDA Form 3422, is
included with each invoice for MQSA ingpection services.

A fadility that believes that it qudifies as a governmentd
entity must complete this Declaration, have it Sgned by
the facility’s Chief Financid Officer or Chief Operating
Officer (or equivaent responsible person), and return it to:
MQSA Government Entity Declaration

FDA Mammography Quality Assurance Program

P.O. Box 6057

Columbia, MD 21045-6057

FDA will review each declaration to determine if afacility
quaifies as a Governmentd entity.

Inspections of Certified Facilities Currently Not Performing Mammography (Under Inspections,

Genera) Question 1

14




Old Guidance

Replaced by New Guidance

oot .

Question 1: Should a certified facility thet is not currently
performing mammography be inspected?

Answer: Yes. In kegping with the intent of the
regulations, once afacility is certified, that facility must
maintain its certified satus by:

- having an annua physics survey performed,

- undergoing periodic audits and reviews by their
accreditation body,

- permitting an annual MQSA ingpection,

- paying an ingpection feg, and

- correcting any deficiencies found during inspections.

Should a certified facility choose not to meet these
requirements, it must rdinquish its certified satus. This
means the facility must notify its accreditation body and
the FDA (Facility Hotline Number: (800) 838-7715,
Address. FDA — MQSA, P.O. Box 6057, Columbia,
MD 21045-6057) as soon as possible. Once the
facility’ s certified status has been rlinquished, it cannot
display the MQSA certificate and cannot lawfully
perform mammography.

Should the facility decide to perform mammography
sarvicesin the future, it must proceed through the
accreditation process again.

Facilities That Have Closed But Are Stil

| Certified (Under Inspection, Generd)

Discussion:

Occasiondly, inspectors, State programs, and FDA field
offices inform the division about facilities that are liged
as certified but who are no longer performing
mammography. Asyou know, afacility’s accreditation
remainsvaid until it expires. Thus, the American
College of Radiology (ACR) requires afacility thet isin
the process of closing to notify them o that the ACR
can withdraw thet facility’ s accreditation. In Stuations
where such afacility did not contact the ACR about its

new datus, the ACR will continueto lid it as accredited

15
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and subsequently certified.

The ACR has a standard operating procedure whereby
they try to verify viaaletter or telephone cal the status
of afacility when they learn of its changein status. Upon
vaidating afacility’s closure, the ACR updatesits
records to indicate accreditation withdrawa for the
fadility in question and notifies FDA of that facility’s new
datus. The State accreditation bodies also have
methods for verifying the datus of afacility, dthough
their approaches differ from the arrangement between
the FDA and ACR because their ingpection and
accreditation programs communicate more directly.

If you learn of afacility that is closng or has closed,
please contact the MQSA Inspector Helpdesk via
eectronic mall. If you have any letters or other
documents confirming the closure, please fax them to us.
Upon receiving this information, DMQRP will work with
the ACR and the State Accreditation Bodies to verify
whether afadility is no longer performing mammography.
DMQRP will then delete the facility’ s certification once
their accreditation body has updated their database.

Reestablishing Processor Operating Levels Over the 5-Day Period (Under Inspection, Quality
Control and Quality Assurance) Question 1

Quedtion 1: In which Stuations should facilities establish
NEw processor operating levels?

Answer: The most warranted and common Stuations for
afacility to establish new processor operating levels are
when processor QC testing isinitiated for a new
processor or when a significant change is made in the
processing system. Some significant changes that may
necessitate the establishment of new operating levels
include: change in film brand/type, change in chemicd
brand/type, change in replenishment rates, changein
specific gravity automixer settings, change of
senstometer or densitometer, or a change in processing
conditions (standard vs. extended). Replacement of
chemigtry (same brand/type) as part of routine
preventative maintenance should not necesstate
edtablishment of new operating levels.

16
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Facilities should not use the establishment of new
operating levels to correct problems in the processing
system, but should troubleshoot and solve the problem
with appropriate corrective action. FDA recommends
that the facility consult with their medica physicist prior
to establishing new operdting levels.

Quedtion 2: During the time afadility is establishing new
operating leves (typicaly done by performing afive-day
data plot average): A) does the facility continue to plot
the data on the processor chart? B) Is the facility
exempt from having to stay within the old processor
action limits during the five-day averaging period?

Answer: While establishing new operating levels (during
which time the facility can continue to process
mammograms), the facility must continue to perform the
daily processor QC tests and should plot the detaiin the
same manner it usudly does. This may be done on the
same graph as the previous data or on a different graph.
In either event, this new data should be clearly identified
as being derived during the establishment of the new
operating levels, so that both the facility and the
Ingpector are avare of the origins of thisdata. Because
no operating level has yet been established, the fadility is
exempt from having to stay within any processor action
limits during this five-day averaging period. FDA
recommends that during the five-day averaging period,
the facility dally perform and evduate a phantom image
as ameans of monitoring image qudlity.

Additional Mammography Review and Patient Notification (Under Additional Mammography

Review and Patient Notification) Question #5
Hity obtain-moreinformati Deete Question and Answer.
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